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Food and Drug Administration
U e 92OOCorporate Boulevard
T R Rocfcv:lle MD 20850

Ms. Arlene Vidor o L o
Vice president, Regulatory Affarrs N '
Baxter Healthcare Corporation ~ o
34175 Ardenwood Boulevard R o o
Fremont, CA 94555 S

Re: P030039 S L :
CoSeal™ Surgical Sealant : u - :
Filed: September 9, 2003 ’ *
Procode: NBE J

Dear Ms. Vidor;

The Center for Devices and Radrologrcal Health (CDRH) of the Food and Drug Admrmstratron
(FDA) has completed its review of your premarket approval apphcatron (PMA) for the CoSeal™
Surgical Sealant. Your application is a hcenSmg PMA in which Cohesion Technologres has
given your reference rights to P010022. This device is mdrcated for use in vascular n
reconstructions to achieve adjunctive hemostasrs by mechamcally seahng areas of leakage. We
are pleased to inform you that the PMA is approved. You may begin commetcial distribution of
the device in accordance with the conditions described below and in the "Conditions of
Approval" (enclosed).

1

The sale, distribution, and use of this device are restricted to prescrrptron use in accordance with
21 CFR 801.109 within the meanmg of sect' \gO(e) of the Federal Food Drug, and Cosmetrc

Act (the act) under the authority of section ST5(d)(1)(B)(ii) of the act. FDA has also determrned
that, to ensure the safe and effective use of the device, the device is further restrrcted wrthrn the

meaning of section 520(e) under the autﬁorrty of sect1on 515(d)(1)(B)(11) 1nsofar as the sale,

distribution, and use must not violate sections 502(q) and (r) of the act.

Expiration dating for this device has been estabhshed and approved at 12 monthsg This is to
advise you that the protocol you used to estabhsh this expiration dating is considered an
approved protocol for the purpose of extendmg the expiration dating as provrded by 21 CFR
814.39(a)(7).] ‘

CDRH does not evaluate information related to contract hablhty warranties, however you should
be aware that any such warranty statements must be truthfulwaccurate and not mrsleadrng, and

must be consistent with apphcable FederaI and State laws.
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summary of the safety and effectiveness data’ upon Wthh the approvaf is“ Based ”The 1nformatron~
can be found on the FDA CDRH Infernet HomePage Toca

http: //www fda gov/cdrh/pmapage html Wntten requests for this information can also be made o

nrf;i

docket number ,Wlthm 30 days from the date that tfus mforrn n 1s’p1aced on  the | Internet any
interested person may 'seek review of thrs decrslon by requestmg an opportumty Tor
administrative review, either through a hearrng or review by an tndependent advrsory commrttee \
under section 515(g) of the Fecferal Food Drug, and Cosmetlc Act (the act).

Failure to comply with the conditions of approval mvahdates thrs{ approval order. ) Commercral

distribution of a device that is not in comphance wrth these condrtron

You are reminded that, as soon as possible and before commeraal dlstnbutron your ‘de ice,
you must submit an amendment 1 to this PMA’ subm1ssron with COp}eS of all’ approved 1abe11ng in
final printed form. The labeling will not routinely be Teviewed by FDA staffy when’ PMA™
applicants include with their submission of the final prmted Iabehng a cover - Tettér s statmg that the
final printed labeling is identical to the Tabehng approvecf in draft form. e ’ﬁnaf printed
labeling is not identical, any ch 1ges from the final draft lahehng should Ee highhghted and
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explained in the amendment.
All required documents should be submitted in trlphcate unless otherwrse specxﬁed to the
address below and should reference the above PMA number to facrhtate processing -

on of the act \ N

\tc,,w:qur/,v P Mty PR

PMA Document Mail Center (HFZ-401) D
Center for Devices and Radiological Health L
Food and Drug Admlnlstratlon - e o o e
9200 Corporate Blvd.’ N

Rockville, Maryland 20850 S o

R IO T

If you have any questions concernmg thrs approval order, piease contact Elrsa D Harvey,
D.V.M,, Ph.D. at (301) 443-8262 extensmn TG?’

incerely Jours,

of Cardiovascular Devices
f Device Evaluation
Center for Dev1ces and o
Rachologrcaf F—Iealth

Enclosure
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Last Modified: 1-31-02

CONDITIONS OF APPR‘j“

change affectmg the safety or effectrveness of the devrce subrnlt a PMA : pIement for | rev1ew
1 a type for which 'a“('?“pecral PMA T

ed under 21 CF R 814. §9(d§ ojr’an alternate

S g

alternate submission shall comply ‘with apphcable requirements v
rule for Premarket Approval of MedlcaI Dev1ces. T

All situations that require a PMA supplement cannot be bneﬂy summarlzed therefore pIease
consult the PMA regulation for further gurdance The guidance provrdef below i 1s ‘only for
several key instances.

s, .

incidence of ant1c1pated adverse effects )
or device modification.

A PMA supplement must be submlttgd if the devic e

control and manufacturmg process changes specified under 21 CFR 814. 39(d)(2). It allows for
the addition of, but not the replacement of previously approved, quahty control specrﬁcatrons
and test methods. These changes may be 1mplemented Before 'F\LDA?approvaI\ upon

e 1 ?MA Supplement”

S

must ave prevrously /

PMA apphcant(s) 1nvolved must ‘agree upon’ any needed testmg protocol est results reportlng
format, information to be reported and the alternate suhmrssron to be used.”

s ok, e -

Alternate SumeSSIOnS perrmtted under 21 CFR 8‘14 39(f) for manufacturing proCess changes

include the use of a 30- day Notice. The' manufacturer may . the device 30 days after the
date on which the FDA receives the 30- day Notrce unless the FDA notrffes the apphcant within
30 days from receipt of the notlce that the notlce is not adequate o
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more of the above reports is requlred ‘the appi L aht shaTl su*b”
report when so notified by FDA o o B

safety and effectlveness of the dev1ce ‘the apphcant shall’ submlt

3 ccglc sofa wrxtten report
identified, as applicable, as an " Adverse Reaction Report" or "L

‘i“ o R e

w1th1n 10 days after tBe

¢ j': {« ‘l% 1:“ .
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2. Any adverse reaction, side effect 1n1ury, tox1c1ty, or sensmvxty reaction fhat is o
L 4
attnbutable to the dev1ce and ; )
b
i

a. has not been addressed by the dev1ce s labelmg, - ‘i i -

b. has been addressed by the dewcc s labelmg but is occumng WIth unexpected B
severity or frequency '

- page?2

¢ aschable assurance of the o

ce Defect?épz)”ﬁw’ >the PMA
Documcnt Mall Center (HFZ-401), Ccnter for ﬁewces and Radxolcgwal f{ealth Tood and Drug -



failure of the devrce to meet the specrﬁcatrons estabhshe th approVed PMA that
could not cause or contrrbute to death or sérious injury but are not conectable by

adjustments or other mamtenance procedures descrlbed in the approved labehng The
report shall include a d1scussmn of the apphcanf's assessment of the change
deterioration or failure and any proposed or 1mp1emented correctrve actton by the
apphcant When such events are correctable by adjustments or other mal

shall be included in the ‘Annual Report described under Postapproval Reports” d above
unless specified otherwise in  the conditions of approval ‘o this PMA. “This posta
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report shall appropnately categorrze these events and mclude the number;of reported

information regarding the events dlscussed above sha bmitted by the app ant

when determined by FDA to be necessary to provrde continued reasonable assurance of

This regulation was replaced by the reportmg requrrements of' the
1990 which became effectrve J uIy 31,1996 and requ1res %at all 11
medical devices, including in vitro dragnostlc devrces report to the FDA wheneverthey recerve
or otherwise become aware of mforrnatron from any source that reasonably suggests that a o
devrce marketed by the manufacturer or importer: T

1. May have caused or contrrbuted to a death or SCI’IOUS 1nJury, or j

2. Has malfunctioned and such devrce or s1m11ar devrce rnarketed by th o
manufacturer or 1mporter wouId be hker to cause or contnbute to a death or

’ may als be subject 0 the

above "Adverse Reaction and Device Defect Reporting" rec{ul ments in the " Conf tions of
Approval" for this PMA FDA has determmed that such duphcatrve reportmg is unnecessary

“5-Day Report ” “Basehne Report > etc
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Any written report is t bgf submitted to:

__________ &/ LRSS S8 SRR

~ . R L T I A IS

Food and Drug Adrnlmstratlon o
Center for Devices and Rad101og1cal Health
~ Medical Device Reportmg . T
PO Box 3002
Rockville, Maryland 20847 3002
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Reportlng for

also
s ol o < S,
available through CDRH’s Fact-On-Demand (F O-b) at 860 899 0381 ertten requests for
5 i ke 5 gt Ole g S Tn o, W & iy R A B
information can be made by sendmg a facsimile t6 € “DRIT’s D s Division of ST all Manufacturers

International and Consumer Asmstance (T)SMTCA) at 301 443 88




